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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 6-9,1 1-15,19-22,30,32,40-42,47-50,54 are rejected under 35 
U.S.C. 1 02(b) as being anticipated by McDonald, Jr. ('222). 

As to claim 6, McDonald, Jr. (col. 7, lines 25-40) discloses a method comprising: 
measuring (24) at least a portion of an airflow through a first naris to create a first 
measured airflow; and measuring (26) at least a portion of an airflow through a second 
naris to create a second measured airflow; wherein measuring at least a portion of the 
airflow through the first naris is accomplished without blocking the second naris; and 
wherein measuring at least a portion of the airflow through the second naris is 
accomplished without blocking the first naris (see col. 6, lines 12-17 which discloses 
positioning sensors 24 and 26 adjacent a patient's nostrils and seefigs.1 and 3). 

As to claims 7 and 8, McDonald, Jr. discloses the measuring steps taking place 
during inhalation and exhalation (col.1, lines 32-37). 

As to claim 9, McDonald, Jr. discloses positioning sensors (24,26) adjacent a 
patient's nostrils in the path of nasal respiration (col.6, lines 12-17). In order for sensors 
24 and 26 to be responsive to nasal respiration they must be placed within the path of 
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inhaled/exhaled air sufficiently close (i.e. at some known distance) to the nostril 
openings to function. 

As to claim 11, McDonald, Jr. (col. 7, lines 35-40) discloses the production of 
separate outputs indicative of the respiration sensed by the individual ones of the 
sensor elements. In the event that the sensed flow from one sensor is not equal to the 
other, monitor 14 will produce different separate outputs. Thus it is inherent that a 
difference is determined in the first and second measured airflows. 

As to claim 12, McDonald, Jr. as discussed above with respect to claim 6 also 
discloses measuring pressure associated with first and second nares (col.3, lines 49- 
52). 

As to claim 13, McDonald, Jr. discloses measuring a pressure proximate to an 
.opening of each of the first and second naris (col. 6, lines 12-17). 

As to claim 14, McDonald, Jr. (col.7, lines 35-40) discloses the production of 
separate outputs indicative of the respiration sensed by the individual ones of the 
sensor elements. In the event that the sensed flow from one sensor is not equal to the 
other, monitor 14 will produce different separate outputs. Thus it is inherent that a 
difference is determined in the first and second measured airflows. 

As to claim 15, McDonald, Jr. discloses the measuring steps taking place during 
inhalation and exhalation (col.1, lines 32-37). 

As to claim 19, McDonald, Jr. as discussed above with respect to claim 6 also 
discloses a processor (14) electrically coupled to the first and second airflow sensors 
(24,26), and wherein the processor is programmed to substantially simultaneously read 
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the first and second measured flow signals (col. 3, lines 55-57; col.7, lines 8-15 and lines 
35-40). 

As to claim 20, McDonald, Jr. as discussed above with respect to claim 6 also 
disclose a third airflow sensor (28) coupled to the processor (14), the third airflow 
sensor detects at least a portion of oral airflow to create and measured oral flow signal; 
and wherein the processor is programmed to substantially simultaneously read the first 
measured flow signal, the second measured flow signal, and the measured oral flow 
signal (col. 3, lines 55-57; col.7, lines 8-15 and lines 35-40). 

As to claim 21, McDonald, Jr. (col.7, lines 35-40) discloses the production of 
separate outputs indicative of the respiration sensed by the individual ones of the 
sensor elements. In the event that the sensed flow from one sensor is not equal to the 
other, monitor 14 will produce different separate outputs. Thus it is inherent that a 
difference is determined in the first and second measured airflows. As to the recited 
"programmed to determine", McDonald,. Jr. (col.7, line 9) disclose the processor being 
"constructed" to interpret the sensed signals. Such "construction", given the electrical 
signal processing (interpretation) of the sensed airflow, inherently includes some 
processing albeit hard wired or software. 

As to claim 22, McDonald, Jr. discloses monitor (14) which also includes a display 
device. 

As to claim 30, McDonald, Jr. discloses a third airflow sensor (28) fluidly coupled to 
the first airflow sensor (i.e. in the case of moisture and/or pressure sensitive elements 
being employed as disclosed at col.3, lines 49-52), and wherein the first airflow sensor 
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produces the measured flow signal during inhalation, and wherein the third airflow 
sensor produces a measured flow during exhalation. It is noted that all three sensors 
produce measured flow signals during patient respiration which includes inhalation and 
exhalation. 

As to claim 32, McDonald, Jr. (col. 3, lines 49-52 in the case of a pressure sensitive 
elements) as discussed above with respect to claim 6 also discloses a differential 
pressure measurement device having first and second ports (24,25) and an indicator 
(14) coupled to the differential pressure measurement device, and wherein the indicator 
displays an indication of a difference in air pressure associated with airflow in each of 
the first and second nostrils. McDonald, Jr. (col. 7, lines 35-40) discloses the production 
of separate outputs indicative of the respiration sensed by the individual ones of the 
sensor elements. In the event that the sensed flow from one sensor is not equal to the 
other, monitor 14 will produce different separate outputs. Thus it is inherent that a 
difference between the first and second measured airflows is indicated. 

As to claim 40, McDonald, Jr. as discussed above with respect to claim 6 also 
discloses first and second pressure sensors (col. 3, lines 49-52). 

As to claims 41-42, McDonald, Jr. (col.7, lines 35-40) discloses the production of 
separate outputs indicative of the respiration sensed by the individual ones of the 
sensor elements. In the event that the sensed flow from one sensor is not equal to the 
other, monitor 14 will produce different separate outputs. Thus it is inherent that a 
difference between the first and second measured airflows is indicated. 
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As to claims 47-49, McDonald, Jr. as discussed above with respect to claim 6 also 
disclose a third airflow sensor (28) coupled to the processor (14), the third airflow 
sensor detects at least a portion of oral airflow to create and measured oral flow signal; 
and wherein the processor is programmed to substantially simultaneously read the first 
measured flow signal, the second measured flow signal, and the measured oral flow 
signal (col. 3, lines 55-57; col. 7, lines 8-15 and lines 35-40). 

Claims 50 and 54 are substantially equivalent in scope to claim 6 and claim 52 is 
substantially equivalent in scope to claim 7 and are anticipated by McDonald, Jr. for the 
reasons set forth above with respect to claims 6 and 7. 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. Claims 10,16,26-29,46,55 are rejected under 35 U.S^C. 103(a) as being 
unpatentable over McDonald, Jr. ('222) in view of Derrick ('491). 

The difference between McDonald, Jr. and claim 10 is measuring the airflow through 
a sensing tube of a bifurcated nasal cannula worn by a patient. 

Derrick, in a method for measuring nasal and oral airflows, teaches measuring the 
airflow through a sensing tube of a bifurcated nasal cannula worn by a patient (figs.1 
and 2) for the purpose of providing such a patient with breathable gases while analyzing 
respired gases (col.4, lines 8-9) in order to permit constant monitoring of patient 
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breathing thereby enabling prompt effective detection of apnea, choking and 
regurgitation of such a patient (col.5, lines 1 1-20). 

It would have been obvious to modify McDonald, Jr. to measure nasal airflows 
through a bifurcated nasal cannula because it would have provided breathable gases to 
a patient while analyzing respired gases in order to permit constant monitoring of patient 
breathing thereby enabling prompt effective detection of apnea, choking and 
regurgitation of such a patient as taught by Derrick. 

Claim 16 is substantially equivalent in scope to claim 10 and is included in 
McDonald, Jr. as modified by Derrick for the reasons set forth above with respect to 
claim 10. 

As to claim 26, McDonald, Jr. as modified by Derrick (col.5, lines 49-55) teaches a 
bifurcated nasal cannula having a first sensing tube and a second sensing tube; and 
wherein the first sensing tube fluidly couples to the first airflow sensor, and wherein the 
second sensing tube fluidly couples to the second airflow sensor. 

As to claim 27, McDonald, Jr. as modified by Derrick (col.5, lines 49-55) discloses 
the first sensing tube has an opening positioned within the airflow of the first naris. 

As to claim 28, McDonald, Jr. discloses positioning the opening of the sensing tube 
proximate to an entrance of the first naris (col. 6, lines 12-17). 

As to claim 29, Derrick teaches the cipening of the sensing tube is a measurable 
distance to an entrance to the first naris (col.5, lines 35-38). 

As to claim 46, McDonald, Jr. as modified by Derrick (col. 5, lines 49-55) teaches a 
bifurcated nasal cannula having a first sensing tube and a second sensing tube; and 
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wherein the first sensing tube fluidly couples to the first airflow sensor, and wherein the 
second sensing tube fluidly couples to the second airflow sensor. 

Claim 55 is substantially equivalent in scope to claim 10 and is included in 
McDonald, Jr. as modified by Derrick for the reasons set forth above with respect to 
claim 10. 

5. Claims 23,24,33,43,44,51,53 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over McDonald, Jr. ('222). 

As to claims 23 and 24, McDonald, Jr. discloses a display device (14). While 
McDonald, Jr. is silent as to the particular configuration of the displayed information, it is 
submitted that the manner or configuration of displayed information can be arrived at 
through mere routine obvious experimentation and observation with no criticality seen in 
any particular configuration including one having graphical information or one having 
difference information. Inasmuch as the display device (14) of McDonald, Jr. is 
disclosed as being "constructed" (e.g. programmed either hard wired or with software) 
to interpret sensed information (col. 7, lines 8-11), it is fully capable of providing the 
recited function of displaying information graphically as well as displaying difference 
information. 

Claims 33,43,44 are substantially equivalent in scope to claim 23 and is included in 
McDonald, Jr. for the reasons set forth above with respect to claim 23. 

As to claims 51 and 53, McDonald, Jr. discloses the sensors being a temperature, 
pressure or moisture sensor (col. 3, lines 49-52) and also discloses that the sensors may 
be a variety of sensors. It would have been obvious to employ any sensor known to 
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sense patient respiration including a mass flow sensor as an obvious matter of design 
choice with no new or unobvious results accruing. The particular sensor can be arrived 
at through mere routine obvious experimentation and observation with no criticality seen 
in any particular sensor including a mass flow sensor. It is submitted that the sensors 
disclosed by McDonald, Jr. would have performed the airflow measurement as well as a 
mass flow sensor. i 

6. Claims 25,45 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
McDonald, Jr. ('222) in view of Karakasoglu et al. ('955). 

The difference between McDonald, Jr. and claim 25 is a non-volatile memory 
coupled to the processor; and wherein the processor is programmed to store the first 
and second measured flow signals as a first set of data in the non-volatile memory, and 
wherein the processor is further programmed to analyze differences between the first 
set of data in the non-volatile memory and a second set of data taken at a different time. 

Karakasoglu et al. (fig. 5 and col. 9, lines 7-14 and lines 58-67-coUO, line 42), in a 
nasal function test device, teach a non-volatile memory coupled to the processor; and 
wherein the processor is programmed to store the first and second measured flow 
signals as a first set of data in the non-volatile memory, and wherein the processor is 
further programmed to analyze differences between the first set of data in the non- 
volatile memory and a second set of data taken at a different time for the purpose of 
determining whether any of the sensed airflows are indicative of abnormal breathing 
(e.g. sleep apnea). 
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It would have been obvious to modify the processor (14) of McDonald, Jr. to include 
a non-volatile memory and to compare sensed airflows with stored airflows because it 
would have enabled the determination of whether any of the sensed airflows are 
indicative of abnormal breathing (e.g. sleep apnea) as taught by Karakasoglu et aL 

Claim 45 is substantially equivalent in scope to claim 25 and is included in 
McDonald, Jr. as modified by Karakasoglu et al. for the reasons set forth above with 
respect to claim 25. 

Allowable Subject Matter 

7. Claims 31,34 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the 
base claim and any intervening claims. 

8. Claims 35-39 are allowed. 

Conclusion 

9. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. The balance of the art is cited to show relevant methods and 
devices for measuring a patient's respiratory airflow. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to AARON J. LEWIS whose telephone number is (571) 
272-4795. The examiner can normally be reached on 9:30AM-6:00PM M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, HENRY A. BENNETT can be reached on (571) 272-4791. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). 
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